	APPLICATION FOR RESEARCH ON DATA AND/OR SPECIMENS
	NJH IRB


	HS#:      
	CTRC# (if applicable):      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      


CHECKLIST SHOULD BE THE COVER PAGE FOR ALL SUBMISSIONS

INVOLVING RESEARCH ON DATA AND/OR SPECIMENS

This application is only appropriate for research projects that do not involve contact with subjects. For studies involving contact with subjects, submit the New Protocol Application.

Submit the signed original and one complete copy of all materials.

The following documents must be included in all applications:

 FORMCHECKBOX 

Application for Research on Data or Specimens

 FORMCHECKBOX 

Protocol (or you may use the application form as a substitute)

The following documents must be included when instructed in the application:

 FORMCHECKBOX 

Biobank Application

 FORMCHECKBOX 

Certification of HIPAA Privacy Training for all investigators and research personnel (if not on file with the IRB)
 FORMCHECKBOX 

Current (within 3 years) Certification of Human Research Protections for all investigators research personnel (if not on file with the IRB)

 FORMCHECKBOX 

Current (within 3 years) CVs for all investigators (if not on file with the IRB)
 FORMCHECKBOX 

Data/Specimen Access Template

 FORMCHECKBOX 

Data Use Agreement (HIP-026)

 FORMCHECKBOX 

Decedent Research Certification (HIP-011)

 FORMCHECKBOX 

Fee Waiver 

 FORMCHECKBOX 

Grant Application

 FORMCHECKBOX 

ILD Application

 FORMCHECKBOX 

Conflict of Interest and Scientific Misconduct. (Each investigator must sign a separate form.)

 FORMCHECKBOX 

Request for Waiver of HIPAA Authorization (HIP-020)

 FORMCHECKBOX 

Other:      
	APPLICATION FOR RESEARCH ON DATA AND/OR SPECIMENS
	NJH IRB


	PART 1: ADMINISTRATIVE REQUIREMENTS

	1.1 
Protocol Information:

	HS#:      
	Grant #:      
	Date:      

	Protocol Title:      


	1.2 
PRINCIPAL INVESTIGATOR: (Only NJH faculty may serve as Principal Investigator.)

	Principal Investigator:

     
	Department:

     
	Campus Mailing Address:

     

	Phone Number/(Direct) Ext:

     
	Fax Number:

     
	E-mail Address:

     


	1.2.1 
IRB CONTACT PERSON: (The person with whom the IRB should correspond)

	IRB Contact Person:

     
	Department:

     
	Campus Mailing Address:

     

	Phone Number/Ext:

     
	Fax Number:

     
	E-mail Address:

     


	1.2.2 
co-INVESTIGATORs: Any individual member of the research team designated and supervised by the investigator at a trial site to perform critical study-related procedures and/or to make important study-related decisions (e.g., associates, residents, research fellows) and/or make direct and significant contributions to the data. OHRP also considers significant contributions to include: (1) the study, interpretation, or analysis of identifiable data; and (2) authorship of presentations or manuscripts related to the research. Note: OHRP does not consider the act of solely providing coded private information or specimens (for example, by a tissue repository) to constitute involvement in the conduct of the research.  See http://www.hhs.gov/ohrp/humansubjects/guidance/cdebiol.pdf for more information. 

	Co-Investigator 1:
     
	Primary Institutional Affiliation:

     
	E-mail Address:

     

	Co-Investigator 2:
     
	Primary Institutional Affiliation:

     
	E-mail Address:

     

	Co-Investigator 3:
     
	Primary Institutional Affiliation:
     
	E-mail Address:

     

	Co-Investigator 4:
     
	Primary Institutional Affiliation:
     
	E-mail Address:

     

	Attach additional sheets, as necessary. Click here if attaching additional sheets:  FORMCHECKBOX 



	1.2.3 
Research personnel: (Non-investigator staff)

	Research Staff 1:
     
	Primary Institutional Affiliation:

     
	E-mail Address:

     

	Research Staff 2:
     
	Primary Institutional Affiliation:

     
	E-mail Address:

     

	Research Staff 3:
     
	Primary Institutional Affiliation:
     
	E-mail Address:

     

	Research Staff 4:
     
	Primary Institutional Affiliation:
     
	E-mail Address:

     

	Attach additional sheets, as necessary. Click here if attaching additional sheets:  FORMCHECKBOX 



	1.3 
Type of Submission:


	 FORMCHECKBOX 
 Initial Application
 FORMCHECKBOX 
 Amended Protocol Application (after initial approval)


	1.4 
ESTIMATED Project DateS: 

	Start Date:   /     (Month/Year, e.g., 02/2011)
Completion Date:   /     (Month/Year, e.g., 12/2015)


	1.5 
FUNDING & oversight

	1.5.1
Source of funding:      
Which institution is receiving the funding?      
For federally-funded research, 

Provide the grant #:      
Include a copy of the Grant Application.

	1.5.2
Will any other IRB provide oversight for the activities performed at this site? 
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If YES, which IRB?      
Include a copy of the completed application forms and IRB approval letter.

	1.5.3
Will the FDA receive data or perform oversight for this study?
 FORMCHECKBOX 
 N/A      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If YES, are you performing In Vitro Diagnostic (IVD) testing?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If YES, 

1) Is the device approved or cleared for marketing by the FDA? 
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
2) Does the device meets the IDE exemption criteria at 21 CFR 812.2(c)(3)? 
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


	PART 2: PROTOCOL

	You need not complete Part 2 if you have a protocol that addresses each of the items below.

 FORMCHECKBOX 
 Click here if you are attaching a Protocol. In the blanks below, provide a page number and paragraph reference.

	2.1 
Purpose (Specify the hypotheses, aims and/or objectives)


	     

	2.2 
Background and significance (Explain rationale for the proposed investigation)

	     

	2.3 
design and methodology 

	     

	2.4
planned Data Analyses 

	     

	2.5 
LITERATURE REVIEW

	     


	PART 3: DATA AND SPECIMENS

	3.1
SOURCES

	3.1.1
List all institutions, companies, or consortiums from which data or specimens will be obtained. 

     

	3.1.2
For sources at National Jewish Health, check the boxes for all sources of proposed data or specimens.

 FORMCHECKBOX 
 EMR


 FORMCHECKBOX 
 Chart review
 FORMCHECKBOX 
 Biobank:
Complete the BioBank Application
 FORMCHECKBOX 
 National Jewish Health Research Database (NJHRDB)
 FORMCHECKBOX 
 ILD Repository:
Complete the ILD Application
 FORMCHECKBOX 
 Other*: 
     
The PI is encouraged to seek a written collaboration agreement with the owner/guardian of the data/specimens. The IRB does not facilitate communication between these sources.

	3.1.3
Will you be receiving data or specimens from an honest broker [a neutral person or organization who removes identifiable information before providing data/specimens for research (e.g., NJHRDB)]? 


 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


	3.2
SUBJECT POPULATION

	3.2.1
Describe your plan to collect or obtain data/specimens for the proposed study: 
     
If coded data or specimens are obtained from someone not a member of this study team, prepare a letter using the Data Specimen Access Template.

	3.2.2
Is all the data publicly available? (e.g., through news sources, internet searches, library records, etc.?)


 FORMCHECKBOX 
 N/A      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	3.2.3
How many subjects’ data and/or specimens are needed for collection or analysis? 
     
Explain your rationale:      

	3.2.4
List the INCLUSION criteria for data/specimen selection.

Age range of subjects included in the data/specimen set:      
Other criteria (e.g., diagnoses, test limits, etc):      

	3.2.5
List the EXCLUSION criteria for data/specimen selection: 

     

	3.2.6
List the variables to be collected or analyzed for the study. This question need not be answered if a Data Capture Form or Variable List is attached to this application. 
 FORMCHECKBOX 
 Form attached     FORMCHECKBOX 
 N/A
     

	3.2.7
Are any subjects deceased?

 FORMCHECKBOX 
 NO     FORMCHECKBOX 
 SOME ARE DECEASED     FORMCHECKBOX 
 ALL ARE DECEASED    FORMCHECKBOX 
 UNKNOWN

	3.2.8
If requesting patient data from the National Jewish Research Database, will you require names of the treating physicians as a variable? 
 FORMCHECKBOX 
 N/A      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
If YES, explain purpose:      

	3.2.9
Will highly sensitive or personal information be collected or tested (e.g., criminal behavior, drug use, mental health issues, abortions, sexuality, sexually transmitted diseases, substance abuse, other stigmatizing diagnoses/behaviors, etc.)
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
If YES, list and explain:      


	3.3 
EXISTING DATA and SPECIMENS

	3.3.1
Will all data and specimens exist at the time of IRB application? Specifically, were they already created for other purposes or obtained from other sources (e.g., clinic visits, other research)?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	3.3.2
Is it possible you may need to capture data or specimens that do not yet exist (e.g., need for capturing data at future intervals, contacting subjects, etc.)?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 

If YES, explain:      
For capture of future data/specimens or contacting subjects, it may be appropriate to obtain informed consent or HIPAA authorizations from subjects. If it is feasible to obtain informed consent or HIPAA authorization from subjects, this application form is not appropriate. Complete the New Protocol Application on the IRB website. More information about this process is found on the IRB website.


	3.4
access to identifiable information

	3.4.1
Did any investigator or member of the study staff originally interact or intervene with patients/subjects (e.g. in clinic or research visits) from whom data or specimens will be analyzed for this study? 

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	3.4.2
Did any investigator or member of the study staff collect (or plans to collect) data used for this study from documentation that identifies the patient/subject (e.g. through chart review, search of the EMR, review of master list)?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
If YES, describe source and process:      .

	3.4.3
Will the dataset contain identifiable information (names or unique characteristics that could be used to identify the subjects)?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	3.4.4
If data are coded, will any investigator or research personnel possess a “code key” or master list so that data/specimens could be linked to identities of subjects? 
 FORMCHECKBOX 
 N/A      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

(NOTE: National Jewish Health statisticians may have access to a code key for data gleaned from the NJHRDB.)

If YES, complete the box below.

At what point will the code be destroyed? 

 FORMCHECKBOX 
 After data collection
 FORMCHECKBOX 
 After data analysis
 FORMCHECKBOX 
 Unknown

Who will possess the code?      



	3.5 
RESEARCH ON HUMAN SUBJECTS

	If you answered YES to any question in Part 3.4 (immediately above), you are performing research on human subjects. Complete the following requirements. 

	3.5.1
In accordance with the NJH IRB’s policy on Human Subjects Protection Training, all investigators and study personnel performing human subjects research must have current (within 3 years) certification of training. Certification must be provided to the IRB if not already on file.  For more information about this policy and instructions for obtaining training, visit the IRB website, Initital Submissions page: http://www.nationaljewish.org/pdf/IRB%20CITI%20Training%20Instructions.doc. (Link is not clickable.) 

	3.5.2
The Principal Investigator and all co-investigators must complete a Conflict of Interest and Scientific Misconduct form (available on the IRB website).

	3.5.3
The Principal Investigator and all co-investigators must provide current (within 3 years) CVs if not already on file.


	3.6
ACCESS TO PROTECTED HEALTH INFORMATION (PHI)

PHI is defined as “individually identifiable health information that a health care provider, health plan, health care clearinghouse or employer creates or receives and includes information about the past, present, or future physical or mental health of a person, the provision of health care to a person, or the payment for provision of care to that person.” 



	3.6.1
Will any researcher study, use, or disclose any of the following PHI?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If YES, mark the appropriate boxes.
 FORMCHECKBOX 

City
 FORMCHECKBOX 
 County
 FORMCHECKBOX 
 Zip codes

 FORMCHECKBOX 

All elements of dates (except year) for dates directly related to an individual, such as birth date, admission date, visit dates, dates of specimen collection, and dates of death

 FORMCHECKBOX 

All ages over 89 years and all elements of dates (including year) indicative of such advanced age, except when ages and elements are aggregated into a single category of “Age 90 or older.”

A data set containing these identifiers (but none of the other identifiers listed in Section 3.6 above) may constitute a Limited Data Set. Complete the Data Use Agreement. 

	3.6.2
Will any researcher study, use, or disclose any of the PHI listed below? 
(Please read through this list carefully.)
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No



If YES, see Question about HIPAA form immediately below

Names
Social Security numbers
Device identifiers/serial numbers

Vehicle ID numbers
Medical Record numbers
Web URLs

Postal addresses
Health Plan numbers
IP address numbers

Phone numbers
Account numbers
Biometric Identifiers*

Fax numbers
License/Certification numbers
Photos and comparable images

Email addresses
Any other unique identifier


*Biometric Identifiers are observable biological characteristics that could be used to identify an individual, e.g., fingerprints, iris/retina patterns, and facial patterns. (Lab results are not considered biometric identifiers.)

Determine which HIPAA form is needed based on subjects’ vital status (Question 3.2.7). 

 FORMCHECKBOX 

If some or all subjects are living (or their status is unknown), 

1)
Complete the Waiver of HIPAA Authorization Request (HIP-020) available on the IRB website. 

2) Effective 07/01/2010, in accordance with the NJH policy on Privacy Training, all investigators and study personnel performing research with protected health information must have certification of Privacy Training. For more information about this policy and instructions for obtaining training, visit the IRB website, Initial Submissions page: http://www.nationaljewish.org/pdf/IRB%20CITI%20Training%20Instructions.doc. (Link is not clickable.)
 FORMCHECKBOX 

If ALL subjects are deceased—and you wish to obtain their data from NJH medical records, databases or repositories, complete the Decedent Research Certification (HIP-011) on the IRB website. 



	3.6.3
Will any researcher access (look at) but not study, use or disclose any PHI listed in Sections 3.6.1 or 3.6.2 above? 
 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

If YES is marked in this answer but not for Sections 3.6.1 or 3.6.2, complete the Waiver of HIPAA Authorization Request (HIP-020) available on the IRB website.


	PART 4: DETERMINATION

	[image: image1.emf]Start here

 NO

 NO

 NO

{3.4.4} Will any researcher be able to link 

data/specimens to identities of individuals?

Skip remaining sections of this application and 

sign Part 10: Principal Investigator's Statement

{Question 1.5.3} Will the FDA receive data or 

perform oversight for this study?

{3.6.2} Will any researcher use or disclose 

information that could identify subjects?

Complete all 

remaining 

sections of this 

application.

YES

YES

YES




	PART 5: INFORMED CONSENT AND AUTHORIZATION

	5.1
INFORMED CONSENT

	5.1.1
Request a Waiver of Informed Consent immediately below. Select either of the two scenarios that best fits the research. (Choose only one scenario). Check the boxes if you agree with the statements as applied to the research.

Scenario 1: In vitro Diagnostic research:

I am not able to obtain informed consent because:

 FORMCHECKBOX 

The study uses leftover specimens, that is, remnants of specimens collected for routine clinical care or analysis that would have been discarded. 

Note: The study may also use specimens obtained from specimen repositories or leftover specimens that were previously collected for other research purposes. 

 FORMCHECKBOX 

The specimens are not individually identifiable, i.e., the identity of the subject is not known to and may not readily be ascertained by the investigator or any other individuals associated with the investigation, including the sponsor. 

Note: If the specimen is coded, it will be considered to be not individually identifiable if neither the investigator(s) nor any other individuals associated with the investigation or the sponsor can link the specimen to the subject from whom the specimen was collected, either directly or indirectly through coding systems. The specimens may be accompanied by clinical information as long as this information does not make the specimen source identifiable to the investigator or any other individual associated with the investigation, including the sponsor.

 FORMCHECKBOX 

The individuals caring for the patients are different from those conducting the investigation. 
 FORMCHECKBOX 

The supplier of the specimens has established policies and procedures to prevent the release of identifying information.

Please also verify:

 FORMCHECKBOX 

No test results from the research will be reported to any subject or that subject’s health care provider.
In order to meet FDA criteria, all boxes must be checked.
OR

Scenario 2: All other research:
I request a waiver of informed consent because:

 FORMCHECKBOX 

Research involves no more than "minimal risk" 

 FORMCHECKBOX 

Rights and welfare of subjects will not be adversely affected;

 FORMCHECKBOX 

Research could not practicably be carried out without waiver or alteration 

 FORMCHECKBOX 

When appropriate, the subjects will be provided pertinent information after participation.

In order to receive a waiver or alteration, all four elements must be met.

	5.1.2
Explain why the research could not practicably be carried out without the waiver: 

     


	PART 6: VULNERABLE POPULATIONS

	6.1
If, to the best of your knowledge, any data or specimens will be studied from the following vulnerable populations, check the applicable boxes:
 FORMCHECKBOX 
 N/A

 FORMCHECKBOX 

Pregnant women

 FORMCHECKBOX 

Children

 FORMCHECKBOX 

Any other Vulnerable population. Explain:      
If you checked any of the boxes, address the following questions.

1)
Explain why it is appropriate to include data or specimens from these groups. 

     
2)
Explain any additional protections that will be implemented.

     


	PART 7: CONFIDENTIALITY

	7.1 
CONFIDENTIALITY

	7.1.1
For paper-based data or records (originals or printouts), answer:

Where will the information be stored?      
Who has access to the paper-based data?      
How will access be restricted?      
How long will you retain paper records?      

	7.1.2
For electronic-based data, answer:

Where will the electronic data be stored?      
Who has access to the electronic data?      
Describe electronic security (include descriptions of password protections and firewalls):      
Describe back-up systems:      
How will access be restricted?      
Will portable devices (e.g., laptops, flash drives, external hard drives) be encrypted? 


 FORMCHECKBOX 
 N/A      FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	7.1.3
For specimens, answer:

Where will the specimens be stored?      
Who has access to the specimens?      
How will access be restricted?      
How long will you retain the specimens?      


	PART 8: RISKS AND BENEFITS

	8.1
RISKS

	8.1.1
What could be the consequences to participants of a breach of confidentiality (e.g., risks to reputation, insurability, employability, other social risks, etc.)?      

	8.1.2
Could any of these risks constitute greater than minimal risk for subjects?      


	8.2 
benefits

	8.2.1
Describe the benefits to society of obtaining and/or analyzing these data and or specimens:
     


	8.3 
risk/benefit ratio

	8.3.1
Describe how the benefits of obtaining and/or analyzing these data and or specimens outweigh the risks:      


	PART 9: FEE WAIVER

	9.1
The NJH IRB charges for review of studies requiring expedited for full committee review. Requests for fee waivers must be based on financial need or funding source. 

Are you requesting an exemption from the IRB fee for this project?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
If YES, complete and attach the Fee Waiver Request Form
If NO, IRB personnel will invoice for IRB review.  Provide contact information for the responsible party below.

Company:
     
Contact Person:
     
Address:
     
     
Telephone:
     , ext.      
The NJH-IRB Fee Schedule is available on the IRB website.


	PART 10: PRINCIPAL INVESTIGATOR’S STATEMENT

	As Principal Investigator of this study, I verify:

· I will seek and obtain prior written approval from the IRB for any modifications in the proposal, including changes in analyses, co-investigators, funding agencies, etc.

· I will comply with all IRB requests to report on the status of the study.

· I will maintain records of this research according to IRB guidelines.

· The grant that I have submitted to my funding agency that is submitted with this IRB submission accurately and completely reflects what is contained in this application.

· If I receive coded or de-identified data, I verify that I will not attempt to determine the identity of the subjects represented in the data. 

· I will not begin my research until I have received written notification of final IRB approval.

For research involving requests to access data or specimens at National Jewish Health, I understand that:

· IRB approval of my request for research on existing data or specimens does not guarantee that the owners/guardians of those data/specimens will grant access to them. IRB review only determines whether the research meets human subjects protection and privacy requirements. 

· For applications to the NJHRDB, Biobank or ILD, the IRB will communicate all initial and continuing reviews and approvals to those organizations on behalf of the Investigator. Failure to receive or maintain IRB approval may result in withdrawal of privileges for access to these organizations.

	I verify that I have reviewed all responses provided in this application form and that all responses are true and accurate. If these conditions are not met, I understand that approval of this research could be suspended or terminated.
_________________________________
______________

Principal Investigator’s Signature
Date


	IRB Office Communication to Data/Specimen Owners:

Study approval date: ____________________
Expiration date: ____________________

( Investigator is eligible to receive identifiable information

( Investigator is eligible to receive a limited data set (dates, geographic identifiers, but no direct identifiers)

( Investigator is not eligible to receive direct or indirect identifiers

( Investigator is requesting access to ILD data. Additional permission must be sought by ILD before release.
Comments:

Experienced IRB member signature: _________________________________
Date: _____________________
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